REMARKS 

Status of the Claims 

Claims 1,3,4, and 7-10, 12-24, and 30- 41 are pending. Claims 2, 5, 6, 1 1, and 25-29 are 
canceled. Claims 37-41 are withdrawn. 

Restriction Requirement Issues 

A restriction requirement was made in this application on March 6, 2006. 

In a paper mailed April 3, 2006, Applicants elected Group 1, which included the pending 
claims. The outstanding office action states that "[b]ecause applicant did not specifically point 
out the supposed errors in the restriction requirement, the election has been treated as an election 
without traverse [and made final]." 

While Applicants do not traverse this action by the Examiner, Applicants want to point 
out in the record that there has been no waiver of the right of rejoinder, if applicable and 
available, upon the allowance of the pending claims. 

Specification Amendment Summary 

The Examiner has suggested amending the specification to capitalize the marks 
ZENAPAX and FUNGIZONE, and to accompany that change with appropriate generic 
terminology. 

This suggestion is reflected in the above amendment. 
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Claim Objections 

Claims 15, 17, and 30 are objected to for certain "informalities" stated in the office 
action. The above amendment addresses these informalities. Accordingly, Applicants 
respectfully request that this objection be withdrawn. 

Issues Under 35 U.S.C. § 1 12, first paragraph 

Claims 1-24, and 30-36 are rejected under 35 U.S.C. § 1 12, first paragraph, as allegedly 
not being enabled. This rejection is respectfully traversed. However, in view of the above claim 
amendment, this rejection is moot. Accordingly, Applicants respectfully request that this 
rejection be withdrawn. 

Issues Under 35 U.S.C. $112, second paragraph 

Claims 1-14 are rejected under 35 U.S.C. § 1 12, second paragraph, as allegedly being 
indefinite. Specifically, the office action states that the phrase "in association with" is indefinite. 
This rejection is respectfully traversed. Reconsideration and withdrawal thereof are requested. 

A claim is definite within the meaning of 35 U.S.C. § 1 12, second paragraph, if it sets out 
and circumscribes a particular subject matter with a reasonable degree of clarity and particularly. 
See M.P.E.P. § 2173.02. Further, the USPTO is specifically instructed to "allow claims which 
define the patentable subject matter with a reasonable degree of particularly and distinctness. Id. 

In the instant claims, one of ordinary skill in the art would certainly understand the meets 
and bounds of the phrase "in association with." One of ordinary skill in the art would understand, 
from a reading of the specification, that patients who receive polyene antifungal agents 
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commonly experience adverse reactions. Additionally, one would understand, from a reading of 
the specification, that the claimed antibody, administered to a patient in the manner prescribed, 
would prevent toxicity associated with the use of polyene antifungal agents. 

The test for definiteness is whether one skilled in the art would understand the bounds of 
the claim when read in light of the Specification. "If the claims, when read in light of the 
Specification reasonably apprise those skilled in the art of the scope of the invention, § 1 12 
demands no more." Miles Lab., Inc. v. Shandon, Inc. 27 U.S.P.Q.2d 1 123, 1 126 (Fed. Cir. 1993). 

Thus, when the definiteness of claim language is analyzed, not in a vacuum, but in light 
of the content of the entire application, which is required, there is no reason to believe one of 
ordinary skill in the art could not apprise the scope of the invention, particularly in view of the 
common nature of the phrase "in association with" and the examples provided in the 
specification. 

Commonly, the term "associate" is understood as meaning to join or connect together or 
to combine. An "association" is understood as being the act of associating, like a combination or 
in relationship. Additionally, in the medical field, for example, there is nothing in the record that 
indicates that a doctor, for example, would not understand that scope of administering two 
components of the claims in association with one another, particularly since all that is required to 
comply with 35 U.S.C. § 1 12, second paragraph, is that the claims merely "reasonably convey" 
the invention to one of ordinary skill in the art. See, M.P.E.P. § 2173.02 entitled CLARITY & 
PRECISION. More precise claim language than what " reasonably " conveys is simply not 
required. 
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Thus, claims comprising the phrase "in association with" clearly meet the legal standard 
for obviousness. Importantly, applicants note that the office action fails to set forth a single 
reason why the phrase is insufficiently precise to one of ordinary skill in the art. The required 
analysis as to why the phrase(s) used in the claim is "vague and indefinite," which is to be 
included in the Office action, is absent. 

At best, the timing of the administration of the two components of the claimed method 
renders them broad, but not indefinite. However, the breadth of a claim is not the correct 
standard for determining obviousness. See In re Miller, 169 U.S.P.Q. 597 (CCPA 1971) 
("Breadth of a claim is not to be equated with indefiniteness."). 

Reconsideration and withdrawal of this rejection is requested. 

Claims 15-24 are rejected under 35 U.S.C. § 1 12, second paragraph, as allegedly being 
indefinite. Specifically, the office action states that the phrases "a given period of time" and "a 
period of time" are indefinite. This rejection is respectfully traversed. Reconsideration and 
withdrawal thereof are requested. 

The phrase "a given period of time" no longer appears in the claims, so with respect to 
this portion of the rejection, the issue is moot. The phrase "a period of time," in connection with 
this rejection, only appears in claims 23 and 24. 

Many of the issues raised above apply here as well. There is not one reason set forth as to 
why one of ordinary skill in the art would not understand that the phrase at issue is reasonably 
precise, particularly since it is followed by an actual time period (i.e. "about 8 weeks"). The 
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office action does not meet its burden of providing the "why" information discussed above with 
respect to this rejection. Applicants respectfully request that it be withdrawn. 

Claims 30-36 are rejected under 35 U.S.C. § 1 12, second paragraph, as allegedly being 
indefinite. Specifically, the office action, in paragraphs 12 and 13, states that the phrases 
"delivered each day" and "prevent reactions" are indefinite. This rejection is respectfully 
traversed. However, Applicants respectfully submit that the rejection should be moot in view of 
the above claim amendment. Reconsideration and withdrawal thereof of these rejections are 
requested. 

Issues Under 35 U.S.C. § 102 

There are two outstanding rejections under 35 U.S.C. § 102 (paragraphs 15 and 16 of the 
office action). Both of these rejections are traversed. However, the above claim amendment 
combines claim 1 1 with claim 1. Claim 1 1 is free for both rejections. Accordingly, claim 1 is free 
from the rejection because of at least that reason alone. Reconsideration and withdrawal thereof 
of these rejections are requested. 

Issues Under 35 U.S.C. § 103 

There are three outstanding rejections under 35 U.S.C. § 103 (paragraphs 20-22 of the 
office action). These rejections are traversed. However, as stated above, the claim amendment 
combines claim 1 1 with claim 1 . Claim 1 1 is free for each rejection. Accordingly, claim 1 is free 
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from the rejection because of at least that reason alone. Reconsideration and withdrawal thereof 
of these rejections are requested. 

Petition for an Extension of Time 

Pursuant to 37 C.F.R. §§ 1.17 and 1.136(a), Applicants hereby petition for a three-month 
extension of time for filing a response to the outstanding Office Action. The fee of $510.00 for 
the extension of time fee is transmitted with this amendment. 

If necessary, you are authorized to charge any deficiency or credit any overpayment 
associated with the filing of this application to Deposit Account 50-2752. 

From the foregoing, reconsideration in the form of a Notice of Allowability is requested, 
and such action is believed to be in order. 

If the Examiner has any questions concerning this response, or the application in general, 
please contact the undersigned at the number listed below. 

Respectfully submitted, 




Richard S. Myers, Jr. 
Registration No. 42,022 
STITES & HARBISON 
Customer No. 32885 



Attorneys for Applicant 
Telephone: (615) 782-2333 
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